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before this Authority (see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of sheets. 
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II □ Priority 
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□ Lack of unity of invention 

S Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
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I. Basis of the r port 

1 . This report has been drawn on the basis of {substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as "originally filed" and are not annexed to 
the report since they do not contain amendments ): 

Description, pages: 

1-16 as originally filed 

Claims, No.: 

1 -39 as originally filed 

2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

3. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

4. Additional observations, if necessary: 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-39 

No: Claims 

Inventive step (IS) Yes: Claims 1 -39 

No: Claims 

Industrial applicability (IA) Yes: Claims 1 -39 

No: Claims 
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2. Citations and explanations 
see separate sheet 

VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 
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Section V: 

1 . Reference is made to the following documents: 

D1: WO-A-93 17668 
D2: WO-A-9415587 
D3: US-A-4767628 
D4: US-A-3773919 
D5: EP-A-0556917 

2. The methods as defined in present claims 1 , 22 and 29 are regarded to be new 
(Art. 33(2) PCT) with respect to the documents cited in the international search 
report. 

In D1, D3-D5 no ionic conjugate containing a free carboxyl group-containing 
polymer and a free amino group containing drug is disclosed. D2 discloses said 
ionic conjugate, but not the claimed methods of making microparticles thereof. 

3. The problem of the present application was to provide a method for preparing 
microparticles of a sustained release ionic conjugate wherein the particles have a 
similar size and shape. It appears that the methods defined in present claims 1 , 
22 and 29 refer to a precipitation method and a evaporation method which as 
such are known methods in the art for the preparation of microparticles (e.g. D1 
pages 6 and 7). However, as the ionic conjugate of the present application 
represents a combination of two compounds which are not chemically bound, the 
skilled person would not have expected that it behaves in the same manner as the 
polymers/drugs disclosed in D1, D3-D5. Therefore the skilled person had no hint 
to use the processes disclosed in D1, D3-D5 in order solve the posed problem. 

Section VII: 

Contrary to the requirements of Rule 5.1(a)(ii) PCT, the relevant background art 
disclosed in the document D1. is not mentioned in the description, nor is this 
document identified therein. 

Claims 38 and 39 contain a reference to the description and are therefore not 
admissible in each country.. 
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